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This is a communication from the examiner in charge of your application. 
COMMISSIONER OF PATENTS AND TRADEMARKS 



OFFICE ACTION SUMMARY 



Jj^Responsive to communication (s) filed on ^ f( 1 / 



□ This action is FINAL. 

□ Since this application is in condition for allowance except for formal matters, prosecution as to the merits is closed in 
accordance with the practice under Ex parte Quayle, 1935 D.C. 11 ; 453 O.G. 213. 

A shortened statutory period for response to this action is set to expire 3 month(s), or thirty days, 

whichever is longer, from the mailing date of this communication. Failure to resporicT within the period for response will cause 
the application to become abandoned. (35 U.S.C. § 1 33). Extensions of time may be obtained under the provisions of 37 CFR 
1.136(a). 

Disposition of Claims 

"fsXciairrHs) ?_ [ — * is/are pending in the application. 

' Of the above, claim(s) is/are withdrawn from consideration. 

□ GJaim(s) is/are allowed, 

5^Claim(s) 2A — <t}~~f^j is/are rejected. 

PI Claim(s) is/are objected to. 

f~1 Claim (s) are subject to restriction or election requirement. 

Application Papers 

I I See the attached Notice of Draftsperson's Patent Drawing Review, PTO-948. 

f"l The drawing(s) filed on is/are objected to by the Examiner. 

I I The proposed drawing correction, filed on is Q approved Q disapproved. 

f~l The specification is objected to by the Examiner. 

I | The oath or declaration is objected to by the Examiner. 

Priority under 35 U.S.C. § 119 

I I Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 1 9(a)-(d). 

□ All □ Some* □ None of the CERTIFIED copies of the priority documents have been 
f~1 received. 

□ received in Application No. (Series Code/Serial Number) . 



[~1 received in this national stage application from the International Bureau (PCT Rule 1 7.2(a)). 
*Certified copies not received: 



I I Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 119(e). 
Attachment(s) 

Notice of Reference Cited, PTO-892 
^information Disclosure Statement(s), PTO-1449, Paper No(s). 7 lj\ f 6 5 
I | Interview Summary, PTO-41 3 

□ Notice of Draftperson's Patent Drawing Review, PTO-948 
[~l Notice of Informal Patent Application, PTO-1 52 

-SEE OFFICE ACTION ON THE FOLLOWING PAGES-- 

PTOL-326 {Rev. 9/96) # U S , GPO: 1 996-42 1 -632/40206 
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Art Unit: 1617 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 21-46, 48-54, 56-57 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Muller et al in view of Anderson et al. 

Muller et al teach a nanosuspension comprising 0.001-30% lecithin (claim 1,13, 
15), the compount/polyvinyl alcohol, poloxamer; glucose, mannose trehalose and 
sorbitol at 0.1-2% (claims 1-22) and 0.1-30% active (claims 1, 7). Parental, 
intramuscular, and subcutaneous administration is disclosed (column 6, line 61, column 
9, line 33). Antimycotic, corticoid, and immuno therapeutics such as cyclosporin are 
specified (claims 39, 48). Autoclaving is disclosed (figures 13, 14). 

Anderson et al teach autoclaving a dispersion of active agent under nitrogen to 
get a composition stable (column 6, line 64-column 7, line 9). 

It would have been obvious to one of ordinary skill to improve the stability of the 
Muller et al suspension by autoclaving under nitrogen in view of Anderson et al. 

Items lined through on PTO 1449 were in languages other than English. 
Applicants have not specified which documents are English language equivalents or 
which have been cited in a EPO search report of record. Item 182 was considered only 
insofar as it's English abstract. 

No claims allowed. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Edward Webman whose telephone number is (571) 
272-0633. The examiner can normally be reached on Monday to Friday 9 Am 5 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, S. Padmanabhan can be reached on (571) 272-0629. The fax phone 
number for the organization where this application or proceeding is assigned is 703- 
872-9306. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

Webman/LR 
May 4, 2004 




